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validation, design specifications, label-
ing requirements, biocompatibility 
testing, and clinical testing). 

§ 884.6120 Assisted reproduction acces-
sories. 

(a) Identification. Assisted reproduc-
tion accessories are a group of devices 
used during assisted reproduction pro-
cedures, in conjunction with assisted 
reproduction needles and/or assisted re-
production catheters, to aspirate, incu-
bate, infuse, and/or maintain tempera-
ture. This generic type of device may 
include: 

(1) Powered aspiration pumps used to 
provide low flow, intermittent vacuum 
for the aspiration of eggs (ova). 

(2) Syringe pumps (powered or man-
ual) used to activate a syringe to in-
fuse or aspirate small volumes of fluid 
during assisted reproduction proce-
dures. 

(3) Collection tube warmers, used to 
maintain the temperature of egg (oo-
cyte) collection tubes at or near body 
temperature. A dish/plate/microscope 
stage warmer is a device used to main-
tain the temperature of the egg (oo-
cyte) during manipulation. 

(4) Embryo incubators, used to store 
and preserve gametes and/or embryos 
at or near body temperature. 

(5) Cryopreservation instrumentation 
and devices, used to contain, freeze, 
and maintain gametes and/or embryos 
at an appropriate freezing temperature. 

(b) Classification. Class II (special 
controls) (design specifications, label-
ing requirements, and clinical testing). 

§ 884.6130 Assisted reproduction 
microtools. 

(a) Identification. Assisted reproduc-
tion microtools are pipettes or other 
devices used in the laboratory to 
denude, micromanipulate, hold, or 
transfer human gametes or embryos for 
assisted hatching, intracytoplasmic 
sperm injection (ICSI), or other as-
sisted reproduction methods. 

(b) Classification. Class II (special 
controls) (mouse embryo assay infor-
mation, endotoxin testing, sterilization 
validation, design specifications, label-
ing requirements, and clinical testing). 

§ 884.6140 Assisted reproduction 
micropipette fabrication instru-
ments. 

(a) Identification. Assisted reproduc-
tion micropipette fabrication devices 
are instruments intended to pull, bevel, 
or forge a micropipette or needle for 
intracytoplasmic sperm injection 
(ICSI), in vitro fertilization (IVF) or 
other similar assisted reproduction 
procedures. 

(b) Classification. Class II (special 
controls) (design specifications, label-
ing requirements, and clinical testing). 

§ 884.6150 Assisted reproduction 
micromanipulators and 
microinjectors. 

(a) Identification. Assisted reproduc-
tion micromanipulators are devices in-
tended to control the position of an as-
sisted reproduction microtool. Assisted 
reproduction microinjectors are any 
device intended to control aspiration 
or expulsion of the contents of an as-
sisted reproduction microtool. 

(b) Classification. Class II (special 
controls) (design specifications, label-
ing requirements, and clinical testing). 

§ 884.6160 Assisted reproduction 
labware. 

(a) Identification. Assisted reproduc-
tion labware consists of laboratory 
equipment or supplies intended to pre-
pare, store, manipulate, or transfer 
human gametes or embryos for in vitro 
fertilization (IVF), gamete 
intrafallopian transfer (GIFT), or other 
assisted reproduction procedures. 
These include syringes, IVF tissue cul-
ture dishes, IVF tissue culture plates, 
pipette tips, dishes, plates, and other 
vessels that come into physical contact 
with gametes, embryos or tissue cul-
ture media. 

(b)Classification. Class II (special con-
trols) (mouse embryo assay informa-
tion, endotoxin testing, sterilization 
validation, design specifications, label-
ing requirements, and clinical testing). 

§ 884.6170 Assisted reproduction water 
and water purification systems. 

(a) Identification. Assisted reproduc-
tion water purification systems are de-
vices specifically intended to generate 
high quality, sterile, pyrogen-free 
water for reconstitution of media used 
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